^his repon Is reqnr&d by law (7 USC 2143}. Failure to repori according lo I he regulations can 
.^uLt man □nder (O cease and desist and 1 q be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


Interagency f^epori ControE Wo 
01 80-00 A-AN 


/ 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

03^R-O391 


CUSTOMER NO. 
1737 


FORM APPROVED 
□MB NO 0S7S‘OO36 


2. HEADQUARTERS RESEARCH FACILITY {Nams and Address, as registered with USDA. 
inctude Zip Code) 

MEDIMMUNE VACCINES, INC. 

297 NORTH BERNARDO AVENUE 
MOUNTAIN VIEW. CA 94043 
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3, REPORTING FACILITY [Lfal all locations where animals were housed or used in actual research, lesiing, teaching, or el 

sheets if necessary.) 


1^,. Attach addilional 


FACILITY LOCATION SfsrraiT} 


Set AttBchsd Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Mach addilionai sheets ffheceSSary or use APHIS FORM 7023A j 

A, 

Ammais Covered 

By The Animal 

Welfare Ragulaiions 

B. Number Of 
animafs being 
bred, 

conditioned, or 
held fci' use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C, Number of 
animats upon 
which leaching, 
research, 
experiments, or 
teals were 
conducted 
involving no 
pain, distress, or 
use of pain- 
raJieving drugs. 

D, Number of animals upon 
which experimenis, 
leaching, research, 
surgery, or lests were 
conducted involving 
accompanying pam or 
distress lo the animals 
and for which appropriate 
aneslhetic, analgesic, or 
Iranqulllzing drugs were 
used. 

E. Number of animals upon which leaching, 
experiments, research, sur^ry or sesls were 
conducted involving accompanying pam or distress 
lo Ihe animals and for which Ihe use of appropriate 
anesthelic, analgesic, or trariquilizing drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experimenis, surgery, or tests. (An exp/arraffon of 
the procedures producing pain or distress m these 
Qhimpts and fhe reasons such drugs were mf used 
must fie attached lo this report) 

f. 

TOTAL NO. 

OF ANIMALS 

{CoIb.C + 

D + E} 

4 Dogs 






6. Cats 






6. Guinea Pigs 





CO 

7. Hamsters 





1 \3 

a. Rabbits ! 






9. Non-Human Primates 






10, Sheep 






11 Pigs 






12, Other Farm Animats 












13. Other Animals 
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2o 
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assurance STATEMENTS 


t) PrDfession.ally acceptable standards governing the care, treatment, and use of animals. Including appropriate use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research faclltly. 


2) Each principal inyesti§atur has considered aiiernatiyos to painful procedures, 


3} This facility is adhering to the standards and regulations under Ehe Act. and lE has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lAQUC}, A summary of all the axceptior^s Is attached to this annual report. In 
addilion to ideniJfying the lACUC -approved exceptions, this summary Includes a brief explanation of the exceptions, as well as ihe species and number of animals affected. 

4) The attending vetermanan lor this research facility has appropnate aulhooty to ensure Ihe provision of adequate veterinary care and Id oversee the adequacy of other |\j Qy | 0 2007 ^ 


aspects of ammaJ care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFiClAL 
(Chief Executive Officer or Legaify Responsible Institutional official) 

I certify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 
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/-^rmo rurMvi / 


\i\ttpiaces vs runivt io*^j oo^. wniun m uusuiotv 


DATE SIGHED 


HEADQUARTERS 


(AUG 91} 






Medimmune 

Vila :i nes, Inc. 


Column E Explanation 


1. Registration Number: 93-R-()391 

2. Number of animals used in these studies: 67 

3. Species (common name) of animals used in the study: Ferrets 

4. Explain the procedure producing pain and/or distress. 




The 67 ferrets assigned to Block E were used in two different study types: (a| 
research studies and 

■ 

1 res earch studies involve understanding the | 

used in susceptible 

s. The ferret is the only laboratory animal model that exhibits clinical 

lerrets. Ther efore, ferrets are the mos t relevant ammaHnodoHfMjg^jr 
ttiese studies. Ferrets ith rithrrH^B^^^^^^^^^J 

^^^^^^^^^|which may cause a mild to moderate^ 
arcobse^edandthosethatdevelopsignificantclinicm signs oi inieciion such as 

they will have experienced some unreheve^^^^Hand due to the stud^esinn 
which does not allow for alleviation of these signs with analgesics 
drugs. Animals are given supportive care such as food treats and fluids as needed, 
are mandated by the F DA (see 6. below). Fe rrets 

control^ome will develop clinical signs of 

Only the animals which exhibit a 
significant H^^^^^^Harecl^sified as ill^r^ierefor^^^signed USDA 
category E.^ni^es^uns for three days euthanasia of 

all animals and tissue collection for analysis. 


5. Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress relief would interfere with 
test results. (For Federally mandated testing, see Item 6 below) 



(a) In 

also hav 


analgesics cannot be used becau^emgn^anai^iegics 
^effects which include thj 
which would affect the very physiological functions 


that are under study - responses of the animal’ s| 

lor till 


[system to the|i 
Methods used to determine that 


^lalgesie^ngfinnterTere witines^esult^re based upon scientific publications of 
adverse responses to analgesics in animals and humans and upon known 
mechanisms of actions of these analgesics. 
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Literature search databases, dates and keywords: 


C-5S 1 



6. What, if any, federal regulations require this procedure? Cite the agency, the code of 
Federal Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 
CFR 113.102): 

Agency: Food and Drug Administration (FDA) 21 CFR 610.1 

"No lot of any licensed product shall be released by the manufacturer prior to the 
completion of tests for conformity with the standards applicable to such product. Each 
applicable test shall be made on each lot after completion of all processes of manufacture 
which may affect compliance with the standard to which the test applies." 
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